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- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
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RESPONSE TO AMENDMENT 

The amendment and response filed 9-23-08 has been entered into the record. 
Claims 1-11 and 13 have been cancelled. Claim 12 is pending and under examination. 

The text of Title 35 of the U.S. Code not reiterated herein can be found in the 
previous office action. 

Rejections Withdrawn 
The rejection of claims 12 and 13 under 35 U.S.C. 101 because the claimed 
invention is not supported by either a specific, substantial and credible or well established 
asserted utility or a well established utility is withdrawn based on the amendment to the 
claims. 

The rejection of claims 12 and 13 under 35 U.S.C. 112, first paragraph because 
Specifically, since the claimed invention is not supported by either a specific, substantial, 
and credible or a well established utility for the reasons set forth above, one skilled in the 
art clearly would not know how to use the claimed invention is withdrawn based on the 
amendment to the claims. 

The rejection of claims 12 and 13 under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement is withdrawn based on the amendment to 
the claims. 

New Rejections Based on Amendment 

Claim 12 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply with 
the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. 

The claims are drawn to the use of a live attenuated Salmonella bacterium not 
having a functional tRNA5 leu for inducing a protective immune response against the genus 
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of Salmonella bacteria. This claim encompasses both homologous protection (i.e. 
protection from the same species of attenuated live bacterium) and heterologus 
protection (protection across the genus afforded to different Salmonella species and 
serotypes). The genus of Salmonella species are minimally set forth on page 6, liens 4-9 of 
the specification. The specification asserts protection but provides no experimental data 
indicating cross-species and cross-serotype protection. 

The dictionary definition of yacc'me is "A prophylactic or therapeutic material 
containing antigens derived from one or more pathogenic organisms which, on 
administration to man or animal, will stimulate active immunity and protect against 
infection with these or related organism (i.e. produce protective immunity)." (The 
Dictionary of Immunology, Herbert et al eds, Academic Press, 1995) would clearly realize 
the critical deficiency of this specification with respect to vacanes. There is absolutely 
no demonstration of protective immunity upon administration in any animal model of 
disease. It is well recognized in the vacc'me art, that it is unclear whether an antigen(s) 
derived from a pathogen will elicit protective immunity. Ellis, R.W. (Chapter 29 of 
"VACCINES" [Plotkin, S.A. et al. (eds) published by W. B. Saunders company (Philadelphia) 
in 1988, especially page 571, 2nd full paragraph] exemplifies this problem in the recitation 
that "The key to the problem (of vaccine development) is the identification of that protein 
component of a virus or microbial pathogen that itself can elicit the production of 
protective antibodies.... and thus protect the host against attack by the pathogen". The 
art is replete with evidence that the ability to produce an antibody (immunogenicity) is 
insufficient to correlate with protection from infection. See for example Feng et al 
(Infection and Immunity, 64(l):363-365, 1996) that teaches that P55, is an immunogenic 
but nonprotective 55-kilodalton Borrelia burdorferi protein in murine lyme disease. 
Chandrashekar et al (US Patent 6,248,329) teach that "Although many investigators have 
tried to develop vaccines based on specific antigens, it is well understood that the ability 
of an antigen to simulated antibody productions does not necessarily correlate with the 
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ability of the antigen t o stimulate an immune response capable of protecting an animal 
from infection..." (column 1, lines 35-41). As such, one skilled in the art would have reason 
to doubt the claimed live attenuated Salmonella bacterium has the ability to generate a 
protective immune response across the genus of Salmonella species as now claimed. 

In the absence of a teaching of the claimed live attenuated Salmonella is effective 
in prevention of disease across different species of Salmonella, the specification is not be 
enabled for vaccines. In view of the unpredictability of the art, the lack of teachings of 
the specification, it would require undue experimentation on the part of the skilled artisan 
to practice the invention as claimed. 

Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 
The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 12 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

The claim recites ".. a live attenuated Salmonella bacterium..." is indefinite because 
Salmonella is a genus and not a bacterium. Bacteria are designated by a genus and specie 
name, the claim only recites a genus which is not a specifically identified bacterium as 
indicated in the claims. As such, the claims lack precision. 

Status of Claims 

Claim 12 stands receded. 



Conclusion 
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Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of the 
advisory action. In no event, however, will the statutory period for reply expire later than 
SIX MONTHS from the date of this final action. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status information 
for unpublished applications is available through Private PAIR only. For more information 
about the PAIR system, see http://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic Business Center (EBC) at 866- 
217-9197 (toll-free). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Patricia A. Duffy whose telephone number is 571-272- 
0855. The examiner can generally be reached on M-Th 7:30 am - 6:00 pm. If attempts to 
reach the examiner by telephone are unsuccessful, the examiner's Supervisors, Robert 
Mondesi can be reached at 571-272-0956. 

The fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 
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